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Dear Sir: 

Enclosed are the post-hearing comments submitted by NIOSH in response to 
requests made by the Department of Labor at the Hazard Communication Public 
Hearing of June 15, 1982. 

These comments address the following: 

1. Specific recommendations to OSHA for better definition of terms, such 
as carcinogenicity and definitions of health hazards, particularly 
where use of external documents could be required, and; 

Information from the National Occupational Hazard Survey (NOHS-I) on 
the distribution of chemical exposures in SIC codes 20 through 3 9 .  

2. 

Sincerely yours, 

J. Donald Millar, M.D. 
Assistant Surgeon General 
Director 
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P OS T-HEARING COMMENTS 
Submitted t o  OSHA Docket H-022 

by t h e  

August 9, 1982 
National I n s t i t u t e  f o r  Occupational Sa fe ty  and Health 

Enclosure 

In  any s tandard r e q u i r i n g  chemical manufacturers and employees t o  eva lua te  
chemicals produced o r  used, t h e  chief  quest ion is  how a hazard is defined. 
The OSHA proposed r u l e  on Hazards Communication at tempts  t o  make such 
d e f i n i t i o n s  i n  Appendices A and B (47 FR 12122-3). 

The NIOSH testimony presented on 15 June 1982, expressed a concern t h a t  a lack  
of d e t a i l e d  guide l ines  f o r  such d e f i n i t i o n s  could undermine t h e  e f f ec t iveness  
of t h e  proposed r u l e .  The o f t e n  c o n f l i c t i n g  s c i e n t i f i c  d a t a  i n  t h e  
l i t e r a t u r e ,  as w e l l  a s ,  t h e  cons tan t ly  changing d a t a  base of s c i e n t i f i c  
information complicates t h e  assessment of a substance 's  hazard p o t e n t i a l .  The 
NIOSH testimony emphasized that s e l e c t i v e  o r  b iased  i n t e r p r e t a t i o n s  of t h e  
s c i e n t i f i c  l i t e r a t u r e  could lead t o  wide v a r i a t i o n s  i n  t h e  Labels and Mater ia l  
Safe ty  Data Sheets.  Competition f o r  product s a l e s  based on d i f f e r i n g  r i g o r  of 
hazard determinat ions could develop. The t r a d e  s e c r e t  p rovis ions  of t h e  
proposed r u l e  could h ide  b iased  hazard determinat ions from even t h e  most 
conscient ious downstream employe r . 
S t r i c t  d e f i n i t i o n s  of  carc inogenic i ty ,  mutagenici ty ,  and t e ra togen ic i ty  a r e  
d i f f i c u l t  t o  a r r i v e  at  with t h e  s c i e n t i f i c  community i t s e l f  not i n  agreement. 
An approach that can be taken i n  providing guidance t o  such i n q u i r i e s ,  would 
be t o  i n v e s t i g a t e  where groups of s c i e n t i s t s  have a r r i v e d  a t  some kind of 
consensus,  o r  where Federal  agencies have made considered determinat ions on 
these  de f in i t i ons .  We be l i eve  t h a t  four  such sources e x i s t  f o r  providing 
a s s i s t ance  i n  a r r i v i n g  a t  determinat ions of  carc inogenic i ty ,  t e r a t o g e n i c i t y ,  
mutagenicity o r  simply, what can r ep resen t  a "hazard" f o r  purposes of 
compliance. 

NIOSH i n  i t s  testimony, suggested that consu l t a t ion  of c e r t a i n  documents be 
made mandatory t o  ensure a "floor" t o  t h e  depth of inqui ry  t o  a products '  
degree of  hazard. 

NIOSH be l ieves  that c e r t a i n  documents by themselves represent  a s c i e n t i f i c  
consensus a s  t o  a p a r t i c u l a r  chemicals ' carc inogenic i ty ,  mutagenicity o r  
t e r a togen ic i ty .  I n  our  testimony, we suggested that t h e  following documents 
be requi red  t o  be consul ted i n  eva lua t ing  hazards : 

I 

1 

1. 

2 .  NIOSH C r i t e r i a  Documents, Current I n t e l l i g e n c e  B u l l e t i n ' s  (CIBS) and 

National Toxicology Program Annual Report on Carcinogens ; 

o t h e r  documents present ing  I n s t i t u t e  recommendat ions ; 

3. OSHA r egu la t ions ,  and; 

4. t h e  American Conference of Governmental I n d u s t r i a l  Hygienis ts  (ACGIH) , 
Threshold L i m i t  Values and t h e i r  documentation. 



The fol lowing desc r ip t ions  of  t h e  documents emphasize t h e i r  s u i t a b i l i t y  f o r  
t h e  determinat ion of  minimum hazard communication needs. 

The Annual Report on Carcinogens prepared by t h e  National Toxicology Program 
of t h e  U.S. Publ ic  Health Se rv ice ,  is issued by t h e  Department of  Health and 
Human Services .  This Report is  published pursuant t o  Public Law 95-622, which 
mandates an annual r e p o r t  which contains  I' . . . a l is t  of  a l l  substances ( i ) .  
which e i t h e r  a r e  known t o  be carcinogens o r  which a s i g n i f i c a n t  number of 
persons r e s i d i n g  i n  t h e  United S t a t e s  a r e  exposed . . .I1 . 
The f a c t  that a substance is not  included i n  t h e  Annual Report, does not  mean 
t h a t  it is  not a confirmed o r  suspected carcinogen. Some chemicals a r e  
included that have been banned o r  whose use has  been r e s t r i c t e d  because t h e r e  
a r e  people who were previously exposed t h a t  a r e  p o t e n t i a l l y  at r i s k ,  o r  
because some of these  chemicals remain i n  t h e  environment. 

This Annual Report includes known human carcinogens and substances which may 
reasonably be a n t i c i p a t e d  t o  cause concern i n  humans. 
not r e q u i r e  s c i e n t i f i c  proof of human o r  animal carc inogenic i ty  f o r  a 
substance t o  be included on t h e  l i s t ,  o r  a p rec i se  e luc ida t ion  of i ts  
mechanisms of ac t ion .  When t h e r e  is s u f f i c i e n t  evidence t h a t  a substance 
causes cancer  i n  animals ,  then that substance is a l s o  included by NTP i n  t h e  
Annual Report . 

Public  Law 95-622 does 

Chemicals included i n  t h e  Annual Report a r e  chosen from those previously 
evaluated by t h e  In t e rna t iona l  Agency f o r  Research on Cancer (IARC), o r  
s e l ec t ed  on the  b a s i s  of p o s i t i v e  f ind ings  from t h e  bioassay r epor t s  of  t h e  
Nat ional  Toxicology Program/National Cancer I n s t i t u t e  Carcinogenesis Tes t ing  
Program o r  have been suggested by an agency p a r t i c i p a t i n g  i n  t h e  National 
Toxicology Program. These p a r t i c i p a t i n g  agencies  a r e  t h e  National I n s t i t u t e  
f o r  Occupational Safety and Health,  Consumer Product Safety Commission, 
Environmental P ro tec t ion  Agency, Food and Drug Adminis t ra t ion,  National Cancer 
I n s t i t u t e ,  National I n s t i t u t e  of Environmental Health Sciences and t h e  
Occupational Safe ty  and Health Administration. 
ava i l ab le  from the  Public Information Off ice ,  National Toxicology Program, MD 
132-04, P. 0. Box 12233, Research Triangle  Park, North Carol ina 27709. 

NIOSH C r i t e r i a  Documents make recommendations t o  OSHA f o r  s tandards  and 
present  a complete c o l l e c t i o n  of s c i e n t i f i c  da t a  and eva lua t ions  of t h e  
t o x i c i t y  o r  carc inogenic i ty  of a chemical. 
I n t e l l i g e n c e  Bu l l e t in s  which serve a s  an e a r l y  warning mechanism t o  a ler t  t h e  
occupat ional  s a f e t y  and h e a l t h  community t o  emerging problems. 
present  t h e  p o s i t i o n  of NIOSH relative t o  a p a r t i c u l a r  chemical ' s  hazard. 

Standards promulgated by OSHA by d e f i n i t i o n ,  a r e  conclusive t o  a subs tance ' s  
carc inogenic i ty  o r  t ox ic i ty .  

The Threshold Limit Values (TLV's) published by t h e  American Conference of 
Governmental I n d u s t r i a l  Hygienis ts ,  r ep resen t  concent ra t ions  of substances and 
condi t ions  under which i t  is  bel ieved t h a t  nea r ly  a l l  workers may be 
repea ted ly  exposed, day a f t e r  day, without adverse e f f e c t .  

The cu r ren t  Annual Report i s  

NIOSH a l s o  publ ishes  Current 

Both documents 

These T L V ' s  are 
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based on t h e  b e s t  ava i l ab le  information from i n d u s t r i a l  experience,  from 
experiments and human and animal s tud ie s .  
Threshold L i m i t  Values C o m m i t t e e  made up of recognized expe r t s  i n  t h e  f i e l d .  
The TLV documentation provides t h e  r a t i o n a l e  f o r  t h e  inc lus ion  of a substance 
i n  TLV l is t .  

These T L V ' s  a r e  e s t ab l i shed  by a 

The American Conference of Governmental I n d u s t r i a l  Hygienis ts  is a 
p ro fes s iona l ,  non-governmental o rgan iza t ion  having a s  its purpose, t h e  
development of adminis t ra t ive  and t echn ica l  a spec t s  of worker h e a l t h  
p r o t e c t  ion.  

These four  resources  a r e  no t  meant t o  be an a l l - i n c l u s i v e  l i s t i n g .  
should be made t h a t  a l i s t i n g  of recognized sources of t o x i c i t y  information 
would go a long way t o  e s t a b l i s h  a minimum duty o f  inqui ry  on employers and 
producers and e s t a b l i s h  a "f loor"  f o r  which a minimum inquiry is requi red .  

NIOSH a l s o  submits t o  the  record NOHS I d a t a ,  showing t h e  number 'of products 
encountered i n  f a c i l i t i e s  surveyed i n  SIC codes 20 through 39. These f igu res  
represent  a measure of p o t e n t i a l  exposure t o  chemicals. 
our testimony, employees i n  t h e s e  i n d u s t r i e s  warrant p ro tec t ion  from t h e  
v a r i e t y  of  products encountered i n  t h e i r  workplaces. 

The po in t  

As can be noted i n  
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s I C  
Code 

20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 
39 

- 

TABLE I 

Average Number of Products Used per F a c i l i t y  

NOHS I 

Name 

Food & Kindred Products 
Tobacco Manufacturers 
T e x t i l e  M i l l  Products 
Apparel & Other Finished Products 
Lumber & Wood Products 
F u r n i t u r e  & Fixtures  
Paper & All ied  Products 
P r i n t i n g ,  Publ ishing 
Chemicals & All ied  Products 
Petroleum Refinishing 
Rubber & Miscellaneous P l a s t i c  
Leather & Leather Products 
Stone, Clay, Glasses ,  & Concrete 
Primary Metal Products 
Fabr ica ted  Metal Products 
Machinery 
Elec t r ica l  & Elec t ronic  Machinery 
Transportat ion Equipment 
Instruments ,  etc.  

# F a c i l i t i e s  
Surveyed 

166 
18 
74 
96 
60 

14 1 
122 
138 
110 
44 

182  
69 

11 7 
142 
344 
26 1 
170 
106 

93 
M i s  ce 1 laneous Manufacturing I n d u s t r i e s  140 

Average # 
Products /Fac i l i ty  

13.9 
17.5. 
22.6 
6.7 

10.8 
13.8 
29.0 
31.3 
45.1 
31.8 
27.1 
23.8 
26.7 
25.2 
15.7 
18.2 
25.1 
41 .O 
27.3 
21.4 
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